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Q24: How should an agency present its responses to public comments?

A: After reviewing the public comments on a draft guidance document, agencies should
incorporate any suggested changes as appropriate into a final version and then make the
final guidance document available to the public. Agencies should also provide a public
response-to-comments document that is similar to the response-to-comments that
typically appears in the preamble to a final rule. The response to comments may appear
in the final guidance document itself or in a companion document. Agencies need not
respond to every comment or every issue raised; the goal, rather, is to provide a robust
explanation of the agency’s choices in the final guidance document, including why the
agency did not agree with relevant suggestions from commenters.

Q25: Which official should agency regulations require to sign a significant guidance
document?

A: On anon-delegable basis, a significant guidance document should be signed by an
agency head, or by a component head who is appointed by the President (with or without
confirmation by the Senate), or by an official who is serving in an acting capacity as
either of the foregoing. ‘

Q26: When should agencies explain how the guidance document complies with the
relevant EOs?

A: When an agency submits a guidance document to OIRA for review, it should
demonstrate how the guidance document complies with EOs 12866, 13563, 13609,
13771, and 13777, under EO 13891 section 4(a)(iii)(D). Such demonstration may be
similar to the corresponding demonstration in a regulation’s preamble.

e EO 12866 and EO 13563: The agency should explain the analysis it has conducted
that shows that the regulation at issue maximizes net benefits, as well as the
alternatives the agency has considered. The agency should also explain if it is issuing
the guidance as a result of any retrospective review.

e EO 13609: The agency should explain how the guidance, if applicable, promotes
international regulatory cooperation and how the agency considered the effect the
guidance may have on interactions with other countries.

e EO 13771: The agency should explain whether the guidance is a “regulatory” or
“deregulatory” action per the definitions in OMB’s EO 13771 Implementing
Memorandum, or whether the guidance falls into one of the other categories under
EO 13771.°

3> See M-17-21 Guidance Implementing Executive Order 13771, Titled “Reducing Regulation
and Controlling Regulatory Costs” April 5, 2017.
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e EO 13777: The agency should explain whether the guidance is being issued as a
result of the agency’s regulatory reform agenda or through a recommendation from
the agency’s Regulatory Reform Task Force, noting that EO 13777 charges agency
Task Forces with identifying regulatory reforms consistent with the previous EOs
mentioned here.

Process for Determining If a Guidance Document Meets the Definition of “Significant

Guidance Document”

Q27:

Q28:

Q29:

What is the process for seeking significance determinations from OIRA?

A: Agencies should seek significance determinations for guidance documents from
OIRA in the same manner as for rulemakings. Prior to publishing the guidance
document, and with sufficient time to allow OIRA to review the document in the event
that a significance determination is made, agencies should provide their OIRA desk
officer with an opportunity to review the document to determine if it meets the definition
of “significant” or “economically significant” under EO 13891.

What information do agencies need to submit to OMB regarding upcoming
guidance documents?

A: Each agency should notify OIRA regularly of upcoming guidance documents. An
agency may provide such a notification by submitting a list of planned guidance
documents, including summaries of each guidance document and the agency's
recommended designation of “not significant,” “significant,” or “economically
significant,” as well as a justification for that designation. For example, an agency may
recommend that a guidance document should not be deemed significant by explaining in
the summary that it is routine, ministerial, or otherwise does not meet the EO criteria for
a significant guidance document. To make the significance determination, OIRA may
request additional information from the agency.

How may agencies request categorical determinations that classes of guidance
documents presumptively do not qualify as significant under the EO?

A: To request categorical exemptions, agencies should submit to OIRA a written request
signed by a senior policy official that explains why the proposed category of guidance
document generally is only routine or ministerial, or is otherwise of limited importance to
the public. The agency should provide examples of such guidance documents to support
the request. Should OIRA grant a categorical exemption, agencies remain responsible for
determining if a future planned document in the category may trigger one of the four
criteria for significant guidance and should submit such a document to OIRA for review
pursuant to the requirements of EO 13891. OIRA reserves the right to revoke categorical
exemptions or to deem significant, and hence to review, a particular guidance document
notwithstanding a presumption that documents of that category are not significant.
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Q30:

Q31:

Q32:

Q33:

How should agencies submit significant guidance documents for OIRA review?

A: The agency should submit the significant guidance document for review
electronically in the ROCIS system. At the time of submission, the agency should also
upload any supporting documents as part of the same package.

Does OIRA need to review all significant guidance documents?

A: Agencies should work with their OIRA desk officer to determine the appropriate
process for reviewing guidance documents that have been deemed significant. An
agency should assume that any guidance document that has been deemed significant will
be reviewed unless told otherwise by its OIRA desk officer.

When can an agency publish a significant guidance document?

A: Agencies may publish significant (including economically significant) guidance
documents only when OIRA has concluded review under EO 13891. If an agency is not
sure if review has concluded, it should consult its OIRA desk officer.

Is it possible to waive the need for a significance determination or EO 12866 review
in the event of an emergency? '

A: Agencies may request that a significance determination or review be waived due to
exigency, safety, or other compelling cause. A senior policy official must explain the
nature of the emergency and why following the normal clearance procedures would result
in specific harm. The OIRA Administrator will review and make a determination as to
whether granting such a request is appropriate.

Exemptions

Q34:

What categories of documents that might otherwise constitute guidance are
excepted from the requirements of this EO? What is the process for requesting
additional exceptions?

A: Section 4(b) of the EO authorizes the Administrator of OIRA to articulate exceptions
from the requirements of the EO for certain categories of documents as may be
appropriate. Please contact your OIRA desk officer if you would like to suggest an
exception under section 4(b). OIRA will release a list of government-wide exceptions, as
well as of categorical presumptions of non-significance, at a future date.

OMB has found that standard issue documents associated with grants and procurements
such as Notices of Funding Opportunities (NOFOs) and Requests for Proposals (RFPs)
are, as a general matter, not significant guidance documents. OMB also clarifies this EO
is not meant to alter any existing OMB process for reviewing documents of this nature.
OMB further notes, however, that OIRA has on a few occasions found documents of this
type to be significant regulatory actions under EO 12866 and has reviewed accordingly.
accordingly.
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